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DETAILED ACTION 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
7/30/2007 has been entered. 

Response to Arguments 

Applicant's response and amendments to claim 1 filed on 7/30/2007 are hereby 
acknowledged. Applicant's amendments to claim 1 are sufficient to overcome the 35 
U.S.C. 112, second paragraph rejection. 

Applicants address the Objection to the Drawings by replacing Figure 4. 
However, the Office Action mailed on 1/29/2007 noted that there were multiple 
discrepancies between the description of the drawings of the specification and the label 

> 

of the drawing disclosed. The Examiner pointed out Figure 4 strictly as an example; it 
was not meant to limit the Objection to Figure 4 alone. It is suggested to compare the 
figures and the labels of the axes of the figures with what is written in the specification 
to verify that the figures match up. The Objection to the Drawings is maintained. 

Applicants incorporate all of the arguments from the response to the June 15, 
2006 Office Action (December 15, 2006). The argument given is that the combined 
references for the 35 USC 103 rejections do not teach or suggest that a single dose of 
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the composition achieves a Tmax at least within 0.041 hour. At the time the issue was 
considered new matter and the present amendments of 7/30/2007 are sufficient to 
overcome this issue. However, it was addressed in the Final Action that it would be 
obvious to a person of skill in the art to vary the mean mass median aerodynamic 
diameter provided in the composition to attain the desired Tmax. 

Due to Applicant's amendments, the following modified rejections are being given 

below. 

* 

Claim Rejections - 35 U.S.C. § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-10 rejected under 35 U.S.C. 103(a) as being unpatentable over Touitou (U.S. 
Patent # 5,716,638) in view of Peart et al. (U.S. Patent # 6,509,005) and Vachon et al. 
(XP-000965573). 

Touitou teaches a medical composition comprising ethanol (49%), water (29.4%), 
and propylene glycol (19.6%) in combination with tetrahydrocannabinol (THC; 7 jaci/ml) 
as the active agent (see Table I), which encompasses claims 1-8. 

Touitou fails to teach the dosage form of THC and an aerosol form of the 
composition. 
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Peart et al. teach a stable aerosol-dispensable pharmaceutical composition 
comprising a pharmaceutical^ effective concentration of delta-9-THC (Column 1, lines 
20-27; claims), which is absorbed within seconds and delivered to the brain efficiently. 
Peart et al. also teach that an organic solvent such as ethanol can assist in solubilizing 
the delta-9-THC (Column 5, lines 50-52; claims). It is further taught that the optimal size 
of the respirable dose, or the mass of delta-9-THC in particles with aerodynamic 
diameters small enough to be delivered to and absorbed by the lungs, is less than 10 
|nm in size (Column 6, lines 37-48), allowing for effective inhalation. A metered dose 
inhaler (MDI) is also taught for the aerosol administration of delta-9-THC. 

Vachon et al. teach propylene glycol and water (in a ratio of 9:1) as a vehicle for 
holding THC (4.5 g/100ml) to be administered as an inhaled aerosol with a nebulizer 
(Materials, Methods and Subjects). 

Furthermore, it is obvious to vary and/or optimize the mean mass median 
aerodynamic diameter provided in the composition, according to the guidance provided 
by Peart et al., to provide a composition having the desired properties such as the 
desired T max . It is noted that "[W]here the general conditions of a claim are disclosed in 
the prior art, it is not inventive to discover the optimum or workable ranges by routine 
experimentation." In re Alter, 220 F.2d 454, 456, 105 USPQ 233, 235 (CCPA 1955). 

Accordingly, it would have been obvious to one skilled in the art at the time the 
invention was made to combine the teachings of Touitou and Peart and form a stable 
aerosolable composition with a pharmaceutical^ effective amount of delta-9-THC 
because Touitou teaches a composition comprised of ethanol, water, and propylene 



Application/Control Number: 10/656,304 Page 5 

Art Unit: 1617 

glycol with delta-9-THC as the active ingredient and Peart teaches an aerosolable 
composition with a pharmaceutical^ effective amount of THC. Further it would have 
been obvious to one skilled in the art at the time the invention was made to further 
combine the teachings of Vachon who teaches that a vehicle of propylene glycol and 
water in a ratio of 9:1 is capable of holding up to 4.5 g of THC/100 ml in clear solution, 
with Touitou and Peart, because both teach THC as a therapeutic agent and a solvent 
comprising ethanol. To further address the limitation of a Tmax for delta-9-THC being 
achieved between 0.032 hour to about 0.041 hour, and in addressing the limitation of 
the Tmax for 1 1-OH-delta-9 tetrahydrocannabinol being achieved between about 0.1 15 
hour to about 0.208 hour, both in claim 1 , the Tmax for delta-9-THC and the Tmax for its 
metabolite 11-OH-delta-9 tetrahydrocannabinol would obviously be the same 
considering that the prior art teaches the same combination and the same mean mass 
median aerodynamic diameter. 

One having ordinary skill in the art at the time the invention was made would 
have been motivated to employ the composition of Touitou in an aerosolable form of 
. Peart et al. and Vachon et al., for more rapid onset of pharmacological action in the 
brain after administration of delta-9 THC. One having ordinary skill in the art at the time 
the invention was made would have been further motivated to employ the composition 
of Touitou in an aerosolable form of Peart et al. with delta-9 THC particles with 
aerodynamic diameters less than 10 jum in size to allow for more effective inhalation 
and absorption by the lungs. 
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Claims 9-10 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Touitou (U.S. Patent # 5,716,638) in view of Peart et al. (U.S. Patent # 6,509,005) and 
Vachon et al. (XP-000965573) as applied to claims 1-8 above and further in view of 
LaMastro (U.S. Patent # 5,258,336). 

Touitou, Peart et al., and Vachon et al. references are discussed above. Peart 
teaches administration of a composition via a metered dose inhaler (MDI) and Vachon 
teaches administration via a nebulizer. 

Touitou, Peart et al., and Vachon et al. do not teach a sterile and/or preserved 
sealed unit-or multi-unit dosage form of delta-9 THC with Type I Amber Glass. 

LaMastro et al. teach a Type I amber glass composition that provides a high 
degree of chemical stability and protection from ultraviolet light for certain 
pharmaceutical compositions (Column 1, lines 10-13). 

Accordingly, it would have been obvious to one skilled in the art at the time the 
invention was made to combine the teachings of Touitou, Peart, and Vachon in further 
view of LaMastro to house the composition in a sterile and/or preserved sealed unit-or 
multi-unit dosage form of delta-9 THC in Type I amber glass. One having ordinary skill 
in the art at the time the invention was made would have been motivated to use Type I 
amber glass because it provides chemical stability and protection from ultraviolet light 
for pharmaceutical compositions. 

Conclusion 

No claims are allowed. 
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Contact Information 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Renee Claytor whose telephone number is 571-272- 
8394. The examiner can normally be reached on M-F 8:00-4:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sreeni Padmanabhan can be reached on 571-272-0629. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 



Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



273-8300. 




Renee Claytor 



